
Susgesn Gefwral of the United States 
U. S. Pu$U.c Health Swvica 
D%partment of Hoaith, Education and mlfare 
Zashfngtm 25, If. C. 

Dear Dr. Terry a 

nittec- on Live PoLiovirus Vaccine faadc the following statement in its 

report to the Surr;con Ckwralt 

The Sswmittee ccmsiders that of the strains avaiiable for pmyaring 

the moot favorable laboratory zmd field characteristics and socorweends 

which is satisfactory frorrr the point of view of neurcvirulence aithouyh 

it has less than 0ptim.m ifwunugenic capacity ati shows a tendmcy to 

change its neurovirulence characteristics aftex pasage in mw. ‘lhc cow 

mittc;e urytis the cmtinued search for a superior Iyye ITI strain. Ail 

candidate strains other thm those: of &bin ddch have been studied ex- 

tmsivsly are of greater nwxovirulence for aaonkqs than the selected 

referencs~.R (A Xot of Sabin 'Type I attenuated virus was chosen as a 

reference strain by the Curolaittea. f 

The 3xmittae’s statment was followed b) a public anncruncr-nrent by 

the Surgeon Gcnexal endorsirty Sabin’s strains at the exclusion 4f other 

available attenuated strains. My abjection to the decision was based on 
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the fact that available laboratory daxa were insufficient to warrant 

the uncrthodox procedure of declaring superiority of one yroup of strains 

ovc~r another %y an officiaf government body. I had no objection to the 

choice of the reference strain, but I was concorned that the Comreftter’s 

decision rotould Lead to government fostering cf exclusive m~nufacturrz of 

Sabfn’s products by al1 Pharmaceutical Companies interested in production 

of iive polio vaccine* ‘This, indeed, occurred. 

My protest to the Suryeon General rdes referred back to the Anmittoe 

on five virus Vaccine and on October 18, 1960, f wrote ta D:sctor Roderick 

Murray requesting that hs call a meetiq so that my coUeayua;s and 1 could 

discuss the problems with the Committee. Dr. &~~ay replied to my Letter 

on October 3i3 indicating that htj had reservations about hr>ldinr; G mei?-tFq 

with my colleagues. I repeated my request on RoveFabor 4 and Pcrc&er 8, 

but received no reply. 

In the meantime, mre extensive investigations conducted during lBB0 

and 1961 by manufactursrs and indqsndent scientists reveaied severe1 I-WV 

facts related to the Sabin’s attenuated polio strains. C+@~alfy, the? 

;kx&,ttee felt the neurovirulence for monkeys bids tie most inipc.lrtent 

laboratory criterion available and that the &bin strains showed fess 

neurovirulence than the other strains. It has been d~~~~strat~d that the 

Sabln strains give variable results Gth regard to neuropathogenicity in 

monkeys;, and, that in fact, several iota of Type I and Type iI1 vaccines 

handled by the same or by different laboratories pzers much :W~C virulent 

for monkeys than the reference virus. 

lhis factor alone should have invalidated the criterion chosen by 

the Gumrrrittee on August 24, lc)bc, to exclude strains other than Sabin’s 
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as “of greatw nuurovirulenca for wnkeys that-i the selected ref&mmceH. 

However, wtm more urgmt is the problem of S&in’ L Type 111 virus 

which was proved to bs? nutoriuusiy unstable after a single passage through 

the human intestinal tract. kork cmdueted at The ~eistax institute Ied 

tu the deveiopment of B new attenuated lype Ifii strain &ich was derived 

directly from the original iii’-F~x lypu iII strain used for succewfuf 

veccination of 7 lj;L mllLion peapia, 

Thfdi new i&e3 strain of Xypu PIL’virus does not change rtftes ws$aQ~? 

through human intestinal tract and is obviously wperior to thfr t3cistSng 

Type III. strains including Sabin Type if1 which wis endorsed with resewa- 

tion by the Comnittoe in 1960. 

on April 14, 1961, f wrote ts Dr. Murray t~iiing him tif UUT succ~sp4 

with production of poliovirus voccfne in human dipSoLd calj, strains and 

of our devslopment of a new goneticaliy stable type 3 strain. In view 

of the fact that On August 24, lg60, the iomnrittee urged *tit: contbwed 

SQ%rGh for a superior Type 111 strain”, I expected that this infumation 

would elicit a rmponseS Nevertheless, the httsr rwined unans-wered. 

Finally on May 23, 1961, 1 made another ylsa ttr be heard. ihls re- 

suited in a meeting haid at D)3s on June k3, 1961. ‘The full &mmitree, my 

assoelato, Dr. Stanfey A, Pkotkin, and I participated. At that meeting 

I diocubsed the SUCCM~S of ntivss kwnizatisn of ii taikiion people with my 

Type I strain and tald of the deveiojment of an attenuated ?y~e IIt (%a-3) 

which does not change after parssoge though tha huamn intestinal tract. 

Although ths Cmmittw appwred tntetested in the data which f pre- 

sented, it was still quite obvious to IWI that %t could be impossible for 

any mmufacturer to display inter+& in the production of a new lypo 11x 
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vaccine with characteristics superior to those presently avaflabt>?e until 

the original, exclusive endorsment of &bin’s strains would bt- publicly 

amend&. Iherefore, on 3uly 12, 1962, I wrote to Or. Wurray and the Zm- 

mitten mmbers end referred to the need for definite and public steps to 

alter t&tt official position un the acceptabhlity of only one group (Sabini 

of strains for vaccine production. In response to this letter, a tommittffe 

me&&r kgrote to Dr. Murray statingl “Any strain, .S*.....e..r, &ouLd be 

approved, if data are presentrd and sonffmed to siww that tile strain 

possesses properties of a vaccine virus ‘cJhtch ~332 gruel., 2~ supt-rior, tir 

those of the !&bin Type I LSc reference strain. I WXJ~~ have ho?ed this 

is clear to evleryune interest&, but if it is not, then you Shauid con- 

sider a public statwmt ta this @f feet. ‘I 

Unfortunately, no public statement has been forthcoming. in fact, I 

never even received P reply to my letter of July 12. 

i feel that it is imperative that the paragraph of the Canmit,tee re- 

port referred to at the baginning of this letter be ~4thdre-ruri and that a 

new public statement bl? rnnad&. lhis ststir-nent, based on facts .mdtt avail- 

able in print and to tha Zmittrc, should make it clear that the strains 

&ich I developud could be licensed if they met the criirrk established 

for the rgfcronce strain. Thus, the problem of t-xc1usIv~ liztinsing and 

manufaC;tur$ng fostered by the obviously untidarranted stattimt3nt of Auyitst 24, 

1960, hould be eiLdmtad, purcnltting oryanizatlons to rvork Liith q strains. 

I t;rust that yilu will give this matter your serivus ~onsickratisn and 

that a public statenlont will be forthcoming, 

Sinceroiy yours, 

Hilary Kitprowki, ti. I)., 
Dircc tar 


